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DETAILED ACTION 
Susan Hanley is now the examiner for this application. 
Claims 1-27 are presented for examination. 

Election/Restrictions 

Applicant's election with traverse of Group I, claims 1-11, in the reply filed on 4/27/06 is 
acknowledged. The traversal is on the ground(s) that the restriction groups are distinct because the 
endopeptidases of group I is fundamentally related to the screening method of group II since the 
claimed enzyme is required for said screening. Applicant asserts that a search for the invention of group 
II would duplicate the search for the enzyme of claim I. Applicant asserts that there is not a serious search 
burden on the examiner to search all of the groups or at least groups I and II. Applicant draws the 
Examinei^s attention to the fact that if there is a restriction between product and process claims eind the 
product it found allowable, then the withdrawn process claims that require all of the limitations of the 
allowed product claim are subject to rejoinder. This is not found persuasive because groups I and II, for 
example, were properly shown to be distinct because they are related as product and process of use and 
the product as claimed can be used in a materially different process of using that product. See MPEP 
§ 806.05(h). In the instant case the product, a peptidase enzyme, can be used in materially different 
processes, such as methods of sequencing peptides, because of its unique cleaving activity. Distinctness 
was also demonstrated among the other groups. Applicant has not specifically argued why this proper 
showing of distinctness is incorrect. Hence, Applicanf s argument is not directed to the factual basis of the 
rejection and is, therefore, non-persuasive. 

Responding to Applicanf s argument regarding the alleged lack of search burden, the several 
inventions listed above are independent and distinct from one another as they have acquired a separate 
status in the art and required independent searches, particularly with regard to the literature searches. 
Clearly, a reference which would anticipate one of the above groups would not necessarily anticipate or 
even make obvious the other group. An imdue burden would ensue from the examination of a product 
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having multiple uses. Burden lies not only in the search of the US Patents, but in the search for Uterature 
and foreign patents and examination of claim language and the specification for compliance with the 
statues concerning new matter, distinctness and scope of enablement. Therefore, because these inventions 
are distinct for the reasons given above and have acquired a separate status in the art because of their 
recognized divergent subject matter, restriction for examination purposes as indicated is proper. 

As indicated in the restriction requirement, withdrawn process claims that depend from or 
otherwise require all the limitations of the allowable product claim will be considered for rejoinder. All 
claims directed a nonelected process invention must require all the limitations of an allowable product 
claim for that process invention to be rejoined. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 12-27 are withdrawn from further consideration pursuant to 37 CFR 1.142(b), as being 
drawn to a nonelected inventions, there being no allowable generic or linking claim. AppUcant timely 
traversed the restriction (election) requirement in the reply filed on 4/27/06. 

Claims 1-11 are presented for examination. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-11 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the written 
description requirement. The claim(s) contains subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that the inventor(s), 
at the time the application was filed, had possession of the claimed invention. Specifically, the claim 1 
recites an endopeptidases enzyme having a pH optimum between 7.5 and 10, an apparent MW o f about 
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14 kDa. Claims 2 and 7-10 are directed to additional properties of the claimed endopeptidases while 
claims 3-6 recite genera and species of microorganisms that produce the claimed enzyme. 

However, the as-filed specification provides a description of one endopeptidases with specific 
properties obtained from one specific specie of microorgaiusms. The specification contains no specific 
description for the vast majority of the claim-encompassed endopeptidases from any possible source. 
The specification only describes orUy one specie, S. pyogenes,, as the oiUy microbial cells which applicant 
actually demonstrates producing the claimed endopeptidases having the claimed characteristics. The 
specification discloses that an extract of S. aureus showed similar activity. However, it is unclear if this 
enzyme is the same as the endopeptidases isolated from S. 'pyogenes. Thus, the claims encompass 
numerous endopeptidases that can be produced by potentially any organism for which no specific 
written description has been provided. Given the huge variation in properties of endopeptidases and 
organisms producing said endopeptidases that are encompassed by the current broad claim language, 
the sole example of one endopeptidase having the claimed characteristics produced by S. pyogenes does 
not provide a representative sample of the endopeptidases and organisms producing said 
endopeptidases encompassed by the claims. Because the claims encompass a multitude of 
endopeptidases and organisms that produce said endopeptidases that are neither contemplated nor 
disclosed by the as-filed disclosure, it is clear that applicant was not in possession of the full scope of the 
claimed subject matter at the time of filing. 

Claims 1-11 are rejected under 35 U.S.C, 112, first paragraph, because the specification, while 
being enabling for an endopeptidases having the claimed MW, pH optima, motif cleavage specificity and 
glycosylation characteristics recited in claims 1, 2 and 7-11, wherein said endopeptidase is produced by S. 
pyogenes, does not reasonably provide enablement for any and all endopeptidases having the claimed 
MW and pH optimum of claim 1 produced by any possible organism. As noted above, claim 1 recites an 
endopeptidases having a pH optimum between 7.5 and 10, an apparent MW o f about 14 kDa. Claims 2 
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and 7-10 are directed to additional properties of the claimed endopeptidases while claims 3-6 recite 
genera and species of microorgaiusms that produce the claimed enzyme. 

The limited showing of one glycosylated endopeptidase with specific MW, pH optima and 
peptide-motif-cleavage specificity wherein the endopeptidases is produced by produced by S. pyogenes, is 
not sufficient to enable a claim drawn to all endopeptidases characterized as having an apparent MW of 
14 kD and a pH optima of 7.5 to 10 that is produced by any possible organism. 

Regarding the claimed endopeptidases, the specification does not discloses if it is possible, 
without undue experimentation, to isolate an endopeptidase of claim 1 that lacks the additional 
properties recited in claims 2 and 7-11. Applicants disclose that they have discovered a "novel enzyme, 
designated "LPXTGase" from the cell membrane extract of S. pyogenes. Applicant states that "A similar 
enzyme, found in the membrane extract of S. aureus suggests that this unusual molecule may be common 
among gram positive bacteria" (10). The specification does not established what "similar" means nor 
provide the skilled artisan with a reasonable expectation that this "similar" endopeptidases from S. aureus 
is indeed the claimed enzyme. Therefore, Applicant establishes that the claimed glycosylated 
endopeptidase with specific MW, pH optima and peptide-motif-cleavage specificity constitutes one 
novel enzyme. Hence, one skilled in the art would be imable to make an endopeptidases having a MW of 
14 kD and a pH optima that lacks the additional characteristics, glycosylation and the peptide motif- 
cleavage specificity, that Applicant has characterized as "novel" according the directions of the 
specification. 

Furthermore, one skilled in the art would be unable to pick an organism from all possible 
organism and expect it to produce an endopeptidases possess the same set of properties. Applicants 
disclose that they found a "similar enzyme" in a membrane extract of S. aureus and that this suggests that 
this unusual molecule may be common among gram positive bacteria. The specification does not disclose 
the nature of the similarities between the claimed enzyme isolated from S. pyogenes and the enzyme said 
to exist in a membrane extract of S. aureus. Hence, it appears that the "novel" endopeptidases is reliably 
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isolated only from S. pyogenes and that said "novel" enzyme may or may not be isolable from S. aureus or 
any other organism. If the method of isolating the "novel" endopeptidase is not generally applicable to 
any possible organism, then the identification and isolation of the desired endopeptidases with the 
LPXTGase cleavage would be considered individually. Considering the numerous types of organisms 
present in the world, this would be considered imdue experimentation. 

There is no reliable method that predicts which organisms will produce the claimed 
endopeptidases or how to find an endopeptidases having a MW and pH optima recited in claim 1 that 
lacks the "novel" characteristics of being glycosylated and having cleavage activity of a specific peptide- 
motif as described in the specification. Applicants acknowledge that the glycosylated endopeptidases 
having the claimed MW, pH optima and peptide-motif-cleavage activity is "novel" and that said enzyme 
has been isolated from S. pyogenes. The existence of the claimed enzyme in other gram positive bacteria is 
speculative at best. The specification does not teach how one of ordinary skill in the art could decide a 
priori which organisms will provide an endopeptidases the desired characteristics or how to find an 
endopeptidases having a MW and pH optima recited in claim 1 that lacks the "novel" characteristics of 
being glycosylated and having cleavage activity of a specific peptide-motif as described in the 
specification. The limited disclosure cannot be extrapolated by the skilled artisan to predict which 
organisms will provide an endopeptidases the desired characteristics or how to find an endopeptidases 
having a MW and pH optima recited in claim 1 that lacks the "novel" characteristics of being 
glycosylated and having cleavage activity of a specific peptide-motif. It would require one of ordinary 
skill in the art imdue experimentation to determine which orgaiusms will provide an endopeptidases the 
desired characteristics or how to find an endopeptidases having a MW and pH optima recited in claim 1 
that lacks the "novel" characteristics of being glycosylated and having cleavage activity of a specific 
peptide-motif according to the directions of the instant disclosure. Thus, claims 1-11 are not 
commensurate in scope with the enabling disclosure. 
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Undue experimentation would be required to practice the invention as claimed due to the 
quantity of experimentation necessary; limited amoimt of guidance and limited number of working 
examples in the specification; nature of the invention; state of the prior art; relative skill level of those in 
the art; predictability or unpredictability in the art; and breadth of the claims. In re Wands, 8 USPQ2d 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 2, and 7-11 are rejected imder 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 2 is rejected because the phrase "... characterized at cleaving at a .... motif" is vague and 
indefinite. It is imclear what the motif is part of. 

Claim 7 is rejected because the phrase "as lacking aromatic amino acids" is vague and indefinite. 
It is unclear if the phrase means that the enzyme does not have any aromatic amino acids or if the enzyme 
lacks aromatic amino acids compared to another enzyme. The phrase "rich in alanine" is vague and 
indefiiute because "rich" is a relative term and no comparison is given. The phrase "salt sensitive" is 
vague and indefinite because the metes and bounds of the sensitivity are unclear. 

Claim 11 is rejected because it is not clear if the molar ratio expressed in claim 11 is based on the 
order of the carbohydrates named in claim 10. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 
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Claims 1-11 are rejected imder 35 U.S.C. 101 because the claimed invention is directed to non-statutory 
subject matter. The endopeptidases, as claimed, reads on a product of nature. Products of nature are not 
statutory subject matter because the hand of man is not evident in the claims. 



Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis for 
the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign covintry or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1 and 3-6 are rejected under 35 U.S.C. 102(b) as being anticipated by Watanabe et al. 

(1981). 

Watanabe et al. disclose an endopeptidases having a pH optima of 8.5 (maximal lytic activity) 
and a molecular weight estimated to be about 16,000 Daltons (abstract) This disclosure meets the 
limitations of claim 1 because an endopeptidases having a pH optima that fall between 7.5 and 10 is 
disclosed. The claimed MW is about 14,000 Daltons. The specification does not define the term "about". 
Hence, the estimated MW of the endopeptidases discloses by Watanabe et al. is about 14, 000. Instant 
claims 3-6 are drawn to the source of the enzyme. These claims do not recite any actual properties that 
differentiate an endopeptidase isolated from any of the sources named in claims 3-5 from the 
endopeptidases taught by Watanabe et al. It is noted that In re Best (195 USPQ 430) and In re Fitzgerald 
(205 USPQ 594) discuss the support of rejections wherein the prior art discloses subject matter which 
there is reason to believe inherently includes functions that are newly cited or is identical to a product 
instantiy claimed. In such a situation the burden is shifted to the applicants to "prove that subject matter 
shown to be in the prior art does not possess characteristic relied on" (205 USPQ 594, second column, first 
full paragraph). 
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No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Susan HaiUey whose telephone number is 571-272-2508. The examiner can 
normally be reached on M-F 9:00-5:30. 

If attempts to reach the examiner by telephone are imsuccessful, the examiner's supervisor, 
Michael Wityshyn can be reached on 571-272-0926. The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an appUcation may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status iirformation for published applications may be obtained 
from either Private PAIR or PubUc PAIR. Status information for impublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http:/ /pair- 
direct, uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center 

Susan Hanley 
Patent Examiner 
1651 



(EBC) at 866-217-9197 (toU-free). 




